Patient Package Insert
Prescription Only Medicine
Carefully read the entire leaflet before startingu  se
PROCTOCARE"® Ointment

COMPOSITION: Each 1 g contains 0.1 mg fluocinolone acetonide and 20 mg Lidocain HCI.

THERAPEUTIC ACTIVITY: Fluocinolone acetonide, the topical corticoid in P roctocare, has a pronounced
anti-inflammatory, anti-allergic, antipruritic and anti-exudative effect. Additional pain relief is ac ~ hieved
with the local anaesthetic lidocain HCI.

APPROVED INDICATIONS: It is indicated for the treatment of internal and e xternal haemorrhoids, anal
eczema, proctitis, pruritis ani, pre- and postopera  tive treatment.
WHEN SHOULD THE PREPARATION NOT BE USED?

In patients with known hypersensitivity to the acti ve ingredients of the drug.

DO NOT APPLY THIS MEDICINE WITHOUT CONSULTING A PHY SICIAN: If you are pregnhant or breast-
feeding. Infants and young children are not to be t  reated with Proctocare, as sufficient experience on
treatment in these age groups is not yet available.

WARNINGS: As with all topical corticoids, long-term treatment may cause dermal or mucosal atrophy.
For external use only. Avoid contact with the eyes. Avoid Prolong use or the use with occlusive
dressings without direction of the physician.

DRUG INTERACTIONS: As it is used localy there is no known interaction with other drugs.

SIDE EFFECTS: In addition to the desired effect of the medicine, adverse reactions may occur during the
course of appling this medicine such as: irritation , pruritus, hypersensitivity reactions and secondar y
infections may occur after application of Proctocar e. After long-term treatment with Proctocare the
possibility of dermal atrophy in the treated area c annot be ruled out. The incidence of side effects
increases with occlusive dressing. The following lo cal adverse reactions have been reported
infrequently and are listed in approximately decrea sing order of occurance: burning, itching, dryness,
hypopigmentation, allergic contact dermatitis, mace ration of the skin, striae and miliaria.

RECOMMENDED DOSAGE: Dosage and duration of treatment is according to p hysician’s instructions
only. Do not exceed the recommended dosage.

MISSED DOSE: If you missed a dose, apply it as soon as you reme  mber, then continue to apply it at the
usual times, but never apply a double dose to compe nsate the missed one. If you have missed several
doses, please inform your doctor.

DIRECTIONS FOR USE: Before application of Proctocare and after each def  aecation, the anal region
must always be thoroughly cleansed with warm water and a soft or disposable cloth - if possible withou t
soap. Proctocare ointment is to be applied gently s moothed in. The duration of treatment depends on
the clinical picture and usually does not exceed 2- 3 weeks. If longer treatment is necessary , the
patient's condition should be checked and a decisio n made as to whether treatment should be
continued or repeated.

HOW CAN YOU CONTRIBUTE TO THE SUCCESS OF THE TREATMENT? Complete the full course of
treatment as instructed by the physician. Even if t here is an improvement in your health do not
discontinue using this medicine, before consulting your physician.

AVOID POISONING: This medicine contains substances, which can be po isonous or fatal in large doses
to children and/or infants, therefore must be kept out of their reach. This medicine has been prescrib ed
for the treatment of your iliness; it may harm othe r patients. Do not give this medicine to your relat ives,
neighbors', or anybody else. Do not apply medicine in the dark! Check the label and the dose each time
you apply_your medicine .

OVERDOSE: In case of accidental overdose or if a child takes this medicine by accident, seek
professional assistance or rush to a hospital emerg ency room accompanied with the medicine’s
package. Do not induce vomiting unless explicitly i nstructed to do so by a doctor!

STORAGE: Store below 30°C. Even if kept in their original co  ntainer and stored as recommended,
medicine may be kept for a limited period only. Ple  ase note the expiry date of the medicine! In case 0 f
doubt consult the pharmacist who dispensed the medi cine to you. Keep out of reach of children.

PRESENTATIONS: A carton box of 15 g and 30 g with one white plasti ¢ applicator.

PHARMACARE PLC
Beitunia-Industrial Zone- P.O. Box 677 - Ramallah, Palestine
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